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Application No. 

09/978,454 



Examiner 

D. L. Jones 



Applicant(s) 

ERION ET AL. 



Art Unit 
1616 



- The MAILING DATE of/this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- if NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )1EI Responsive to connmunication(s) filed on 11/15/01: 1/25/02: and 2/8/02 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 0,G. 213. 
Disposition of Claims 

4) S Claim(s) 1_ is/are pending in the application. 

4a) Of the above c!aim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1_ is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. ^ 
Priority under 35 U.S.C. §§119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 

Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 
15)n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 
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1) ^ Notice of References Cited (PTO-892) 

2) ^ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 4 . 



4) O Interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Infomial Patent Application (PTO-152) 

6) n Other: 
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Art Unit; 1616 

ACKNOWLEDGMENTS 

1 . The Examiner acknowledges receipt of the following: 

a. Paper No. 2, filed 11/15/01, wherein claims 2-167 were canceled; and 

b. Paper No. 3, filed 1/25/02, wherein claims 5 was amended and claim 13 was 
added. (Note : It is duly noted that Applicant is attempting to amend and add claims 
that were canceled in the amendment filed 1 1/15/01, Paper No. 2.) 

Note : Claim 1 is pending. 

APPLICANrS INVENTION 

2. Applicant's invention is directed to a method of enhancing oral bioavailability of a 
parent drug by administering a compound of formula I as set forth in independent claim 
1. 

STATUTORY DOUBLE PATENTING 

3. A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 
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A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

4. Claim 1 is rejected under 35 U.S.C. 101 as claiming the same invention as that of 
claim 1 of prior U.S. Patent No. 6,312,662 B1. This is a double patenting rejection. 

ABSTRACT 

5. The abstract of the disclosure is objected to because it exceeds 25 lines of text. 
Correction is required. See MPEP § 608.01(b). 

SPECIFICATION 

6. The disclosure is objected to because of the following informalities: a portion of 
the structure is missing from page 52 (line 52) and page 54 (line 1 ). 

Appropriate correction is required. 

CONTINUING DATA 

7. Applicant is respectfully requested to update the continuing data appearing on 
page 1 , first paragraph, of the specification. 
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COMMENTS/NOTES 

8. Applicant is respectfully suggested to insert the term 'containing' in claim 1 , line 

9, after the term 'optionally'. 

9. It is noted that a prior art rejection has not been made over claim 1 . Thus, claim 
1 is allowable over the prior art; however, Applicant MUST address and overcome the 
double patenting rejection, update the continuing data, amend the abstract, and submit 
clean copies of the structures on pages 52 and 54. In particular, the claims are 
distinguished over the prior art of record because it neither anticipates nor renders 
obvious a method of enhancing oral bioavailability of a parent drug by administering a 
prodrug of formula I as set forth in independent claim 1. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (703) 308-4640. 
The examiner can normally be reached on Mon.-Fri. (alternate Mon.), 6:45 a.m. -4:15 
p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jose' Dees can be reached on (703) 308- 4628. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 308-4556 for 
regular communications and (703) 308-4556 for After Final communications. 



Application/Control Number: 09/978,454 Page 5 . 

Art Unit: 1616 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 




D. Wcmefe 



Primary E^caminer 
Art Unit 1616 



August 22, 2002 
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A. □/approved by ihc Draflspcrson under 37 CFR 1. 84 or 1. 152. 

B. [3 objected to by the Draftspcrson under 37 CFR 1.84 or 1 .152 for the reasons indicated below. The Examiner wii) require 

submission of.new^ corrected drawings when necessary. Corrected drawing must be sumitted .according to the instructions on the back of this notice, 



1. DRAWINGS. 37 CFR l.S4(a): Acceptable categories of drawings; 
Black ink. Color. 

Color drawings are not acceptable until petiton is granted. 

Fig(s) 

Pencil and non black ink not permitted. Fig(s) 

2. PHOTOGRAPHS. 37 CFR l.S4(b) 

I fuM-tone set is required. Ftg(s) 

Photographs may not be mounted. 37 CFR l.S4(e) 

Poor quality (half-tone). Fig(s) 

■ 3. TYPE OF PAPER. 37 CFR l.S4(e) 

Paper not flexible, strong, white, and durable. 

Fis(s)_ 

Erasures, alterations, overwritings, interlineations, 

folds, copy machine marks not accepted. Fig(s) 

Mylar, velum paper is not acceptable {too thin). '' 

Fig(s)_ 

4. , SIZE OF PAPER. 37 CFR 1.84(0: Acceptable sizes; ■ . 
21.0 cm by 29.7 cm (DIN size A4) 

21.6 cm by 27.9 cm (8 1/2 x11 inches) . . 

All drawing sheets not the same size. 

Sheet(s) 

Drawings sheets not an acceptable size. Fig(s) 

5. MARGINS. 37CFR l.S4(g): Acceptable margins; 

Top 2-5 cm Left 2Jcm Right 1 J cm Bottom 1.0 cm 

SIZE; A4Size 
Top 2.5 cm Left 2.5 cm Right 1.5 cm- Bottom 1.0 cm 
' . SIZE: 81/2x11 

. Margins not acceptable. Fig(s) 

• Topfn Left(U 

______ Right (R) Bottom (B) 

J^.IEWS. 37 CFR 1.84(h) 

REMINDER: Specification may require revision to' 
correspond to drawing changes. 
Partial views, 37 CFR l.S4{h)(2) 

. Brackets needed to show figure as one entity. 

- FigCs) 

Views not labeled separately or properly. 

Fig(s)_ 

Enlarged view not labeled separetely or properly. 

. FigCs)__ ■ . 



7. SECTIONAL VIEWS. 37 CFR 1.84(h)(3) ' 

Hatching not indicated for sectional, port ions of an object. 



Fig(s). 

^ Sectional designation should be noted with Arabic or 
Roman numbers. Fifi(s) 



ARRANGEMENT OF VIEWS. 37 CFR I.84(i) 

Words do not appear on a horizontal, left-to-righi fashion 

when page is either upright or turned so that the top 

becomes the right side, except for graphs. Ftg(s) 

SCALE. 37 CFR l.84(k) 

Scale not large enough to show mechanism without 

crowding when drawing is reduced in size to two-thirds in 
reproduction. 

Fig(s) 

. CHARACTER OF LINES, NUMBERS, & LETTERS. 
37Cpn.84(I) 

^nrs, numbers & letters not uniformly thick and well 
■ defined, clean, durable, and black (poor line quality). 
Fiefs) f/^ 7/S 
SHADING. 37CFRL84(m) ; 
^ Solid black areas pale. Fig(s) 

Solid black shading not permitted. Fig(s) - ■ -■ • 

Shade lines, pale, rough and blurred. Fig(s) _ 



12. NUMBERS, LETTERS, & REFERENCE CHARACTERS. 
37 CPR l.S4(p) 

1^ Numbers and reference characters not plain and legible. 

Figfs) lA^ If^ 

_^ Figure legends are poor. Fig(s) 

Numbers and reference characters not oriented in the 

same direction as the view. 37 CFR l.34(p)(l) 

Fig(s) . 

English alphabet not used. 37 CFR 1.84(p)(2) / 

Figs ...... 

Numbers, letters and reference characters must be at least 

.32 cm (1/8 inch) In -height. 37 CFR 1.84(p){3) 
. Fig{s) ... / 

13. ' LEAD LINES. 37 CFR l.S4<q) ' ' . \ 

Lead lines cross each other. Fig(s) ' ; 

Lead lines missing. Fig(s) 

14. NUMBERING OF SHEETS OF DRAWINGS. 37 CFR l.S4(t) >' 
Sheets not numbered consecutively, and in Arabic numerals 

beginning with number 1. Sheetfs) 

15. NUMBERING OF VIEWS. 37 .CFR l.84<u) 

Views not numbered consecutively, and in Arabic numerals, 

beginning with number 1. Ftg(s) ' . . 

16: CORRECTIONS. 37 CFR l.34(w) 

Corrections not made from prior PTO-948 

dated ■ ' .■. >.^.' 

17. DESIGN DRAWINGS. 37CFRa.l52 ' „ ''^ 

Surface shading shown not appropriate. Fig(s) ' 

Solid black shading not used for color contrast 

Fig(s) .... 
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